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Office Action Summary 



Application No. 
09/438,185 



Applicant(s) 

Stephens 



Examiner 

Patricia A. Duffy 



Art Unit 
1645 



The mailing DATE of (to w«n> °» <*. «*•* «*» <*' «<*■» " 

TsHOrZeO STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE am MONTHIS. FROM 



mailing date of this *>«™™^ Q] d a repV within the statut o^ minimum of thirty (30) days will be considered timely . 

r^rrzrs^rr.'rir-.--,-. — ~~ — »~ 



earned patent term adjustment. See 37 CFR 1 .704(b), 

Status 

' 1 ) ^ Responsive to communication(s) filed on Oct 22, 2002 



2a) □ This action is FINAL. 2b)$ This action is non-final. 

3,D Since this application is in condition for allowance except for ^.^j^^^ 0 *' ^ 
closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims . 
._. nn „„ is/are pending in the application. 

4) fx! Claim (s) 23-34 

, . , . is/are withdrawn from consideration. 

4a) Of the above, claim (s) — 

,_, „ > is/are allowed. 

5) El Claim(s) 23-28 

, is/are rejected. 

6) &l Claim Is) 29-34 

,_. is/are objected to. 

7) D Claim(s)__ . ■ — 

r-, are subject to restriction and/or election requirement. 

8) U Claims . — . 

Application Papers 

9) $ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/area)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
,_, .... „„ is- a)D approved b)U disapproved by the Examiner 

11) D The proposed drawing correction filed on . is. »»' — <W" VBU 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § § 1 1 9 and 1 20 „ „ e „ „ „, w ^ m 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



I_l V_,eiUHCU l»UH"B3 vi inu p..,,..., 

3. □ Copies of the certified copies of the. priority ^J^^^ CfAvwi ^ N8ti ° nal 51396 
application from the International Bureau (PCT Rule 1 7.2(a)). 
♦See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

rn r, . n a inyn BQ ,. 4) □ Interview Summary (PT0-413) Paper No(s). 

1) □ Notice of References Cited (PTO-892) i— 1 

r-, ■ r. ■ mTn qji 01 5! I I Notice of Informal Patent Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) U notice ^ 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s). _ 6) □ Other: ' 



PToT2T(R?r0^01 ) 0ffice Action Summar V Paft ° f Papef N °" 21 



Continued Examination Under 37 CFR 1.1 14 
, A req uest for continued ex.minct.on under 37 CFR U14. including the fee set forth in 37 
CFR 1.17(e), was filed in this application after fino, rejection. Since this application * el.gible for 
continued exaction under 37 CFR U14, ond the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the fin-lily of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 10-22-02 has been entered. 

2 . The amende has been entered into the record. Claims 23-34 are pending and under 

examination. 

3. The text of Title 35 of the U.S. Code not reiterated herein can be found in the previous 
office action. 

Specification 

4. The disclosure is objected to because of the followmg informalities: at page 37, line 4, 
describing cpn0004 is not legible and at page 123, lines 3-5 apparently describing tRNAs 
legible. Legible substitute pages are required to correct this problem. 

Further a review of the record .ndicates that the paper copy of sequence list.ng pages i- 
,319 filed with the amendment of March 5, 2002 is not present ,n the file. A second copy of the 
sequence listing is required in order to complete the file record. 

Rejections Maintained 

5 . Claims 29-34 stand rejected under 35 U.S.C. 112, first paragraph, as containing subject 
mat ter which .as not described in the specfication ,n such a «ay as to reasonably convey to one 
sk „,ed in the relevant art that the inventor(s), at the time the applicat.on was f ,led, hod possession 



mailed 5-21-02. 

Applicants argue that pages 12-18 ,n co.bin.tion with po 9 e 21. lines 24-25 provide for 
option of expression of polypeptides fro. Ky b ridi Z ,n 3 n U cleic ocd, This , no, pe^iv, a t 

acids, PER and detection of sequences. This is not the some as using the hybridizing nucleic acids to 
pro duceoprotein.Theentiretyofthe S ectionatpage,MBisd,rectedtousin 9 thenucleicocidas • 

aprobe/pnmers hybridation based assays to d.agnose the presence of , , n e—ude,c 
acids inasamp.e. There is no concepts of using the detected or nucle.c acids that hybridizing to 
t he nucleic acid of the invention ,n the cited sections for the production of polypeptides. The 
reference at page2Ueoches that "The nucleic acids disclosed here can beaded for recombinant 
express™ of the proteins » hoover no hybridiz.ng nucleic acids are d.sclosed in pages 12-18. 
Partner, hybndizing nucleic acds to the coding strand provide for anti-sense nucleoids that bear 
„ 0 structural relationship to the fondly coded polypeptide. As such, the cited passages 
present a combination of dist.net concepts, the comb.nation of which provides for a genus of 
encoding nucleic acids that lac, conception by way of written description in this specif .cation as 



filed. 



,pp,icants arguments have been caref u„y considered but are no, persuasive to remove the 

rejection of record. 

6 . Cla,ms 29-34 stand rejected under 35 U.S.C. 112, first paragraph, as containing subject 
m atter W h,chwasnotdescr,bedinthespecif,cationinsuchawayastoreasonab,yconve y too„e 

skl „ed,n the relevant art that the inventory at the t,me the appl.cation was filed, had possession 
of declaimed invention is maintained for reasons made of record for Cairns 17-22 in Paper No. .5, 



mailed 5-21-02. This is c written description rejection. 

Applicants response has been carefully considered but is no, persuasive to remove the 
reJ ectionof record. A pp,icants araue that tbey have amended the cla.s to specify the enzy^tic 
a d iv,ty in addition to having a percent .entity or be,n 9 encoded by nueclotide, hybridizing under 

p r „pertiesof(I)ond(ii)or(iii). This Cairn language does not support the asserted combination of 
(I) and(ii,or(I)and(i,i). Therefore, Applicants arguments are not fully persuasive because the 
Hybridizing variants do not have to hove tryptophan hydroxylase activity and as such the claimed 
^peptides encompassed by hybridizing variants are not retired to hove tryptophan hydroxylase 



activity. 



The rejection is maintained over polypeptides that are encoded by embodiment (iii) clone. 
7. Claims 29-34 stand rejected under 35 U.S.C. 112. first paragraph, because the specification, 
while being enabling for an isolated polypeptide comprising the amino acid sequence set forth in SEQ 
ID NO:1047 and associated compositions, the specif .cation does not reasonably prov.de enablement 
for 80% ,dent,cal variants of SEQ ID WH047 that have tryptophan hydroxylase activity, or 
polypeptides encoded by nucleic acid sequences that hybrid.ze to a sequence consisting of residues 
' 1200537-1201343 of SEQ ID NO:l. The specification does not enable any person skiHed in the art 
t0 which it pertains, or „ith which it is most nearly connected, to make and use the invention 
commensurate in scope with theseclaims is maintained for reasons modeof record for Cairns .7-22 

in Paper No. 15, mailed 5-21-02. 

Applicants response has been carefully considered but is not persuasive to remove the 
section of record. Applicants argue that they have amended the Cairns to specif y the enzymatic 
act^inadditiontohavingapercentidentityor be,ng encoded by nueclotides hybridizing under 



speci f,c condition, Th,s is not pensive, the current claim construction provides for the combined 
properties of (I) and (ii) or (iii). This claim language does not support the asserted combination of 
(I) and (ii) or (I) and (iii). Therefore, the previous enablement rejection 
nucleic acids not linked by structure and function is mo.ntoined. The previous rejection also 
provides evidence of reason to doubt the alleged function assigned to the polypeptide of SEQ ID 

The assignment of a proteins funct.on based on fract.ona, homology with other sequences was in 
d „ubt and rema,ns in doubt, is fully supported by Applicants own specification at page 35, lines 15- 

-Although the chlamydia, protein ,s similar to prote.ns of th,s family and incrementally more 
Cosely related to tryptophan hydroxylase, it specific function could not be confidently 

predicted." 

Additionolly.at page 35, the specif ication teaches that no other bacteno have these enzyme, 
Therefore, these statements in combination the evidence provided by the examiner in the 
pre v,ous enablement rejection of record, provides a substantia, reason to doubt that truth of the 
asserted function of SEQ ID NO:!047 as a tryptophan hydroxylase, in the absence of convincing 
factualevidencetothecontrar, Therefore, Applicants clearly do not meet the standard for 
enablement in thecla.ms as amended for these claims. Applicants urge that screening for 80, 

variants or hybndizing variants. yptophan hydroxylase activity would be rout.ne in the art and 

Wore not undue experimentation. This is not persuas,ve there is no evidence of record that- 

SEQ ID NO:1047 actually functions as a tryptophan hydroxylase and substantial reason 
tKatitdoe, Further no assay to screen for variants has been set forth in the specif.cation as 
filed. That the substrate and product of an enzymatic reaction are known, does not set provide 



th e polypeptide of SEQ I* NO:!047 functions as a tryptophan hydroxylase and therefore no 

th e f ,rst p,c. Consent,, one cou,d not routineiy screen for variants of o polypeptide that has 
no , been demonstrated to hove the claimed enzymotic activity. 
The rejection is maintained. 

Claim Dejections - 35 U.S.C. $ 102 and 103 
8 . scants pent to pa 9 e 95. for support for the seauence of SEQ ID NM047. while ,t 
0 ppears,hatthese q uenceofSEQ ro NO:1047a„d,t corresponding nucleicacid seouence is 
prMd edfor,concept,on b y* y of W r,ttendescriptionofthec,oimed,nvent,on:SOX,dentica, 

tex t or claims of the60/10B,279. ^~^»***-™»*'*> l « 

Shell Oil Co. 42 USPQ2d 1674 CAFC, 1997 which states: 

matter." 

S,„ce these c,a,ms could not haveheen entered in the prionty applicat.on w.thout rece,vin 9 a new 
matter rejects the prior.ty document fa„s to support the now cla.med .nvention under 1.2, first 
paragraph. 



Clo im 29 stand rejected under 35 U.S.C. 102(a)as being clearly anticipated by PIK-68 
Mto Accession Number E72O02, dated 23 April 1999. 

Accession Number £72002 teaches a poiypeptide that has 99.8% identity w.th the 
polypepti deofSEQIDNai047. As such, this reference annates McrKush member (!) of Cairn 

(hybridizing and enzymatic). 

10 CWm29 -33.^r^^3 S U.S A ««(.)«bd,cl^^^^^. R 
(WO99/ 2 71».pub. i *«d03J«l999)« represented by S ense q _0601 Database Access.on 
Number AAY35703 attached hereto. 

652 M ent i t ¥ .ithSEQIDNO: 1 047and,s 1 OOXident,ca,across 9 reaterthan200 conserve 

SEQ » NO:l. Given the extens.ve homology, the polypeptide inherently possesses the claimed 
cct,vities(hybrid, 2 in 9 and enzymatic,. Snffais contemplates polypeptides encoded bya 
polynucleotide sequence that hybridizes to SEQ ID NO:l or an open reading frame thereof (see 

of c,aim29. Further, Sriffais teaches the isolated polypeptide in a composite comprising a 
p har m ace U t,ca,lyacceptab,ecarrieroranad J u V ant(seepage63,l,nes 2 5 -3 5 , P age70,„nes 32-3 5 ,. 

C,a, m 3 1 ). S r,ffa,seta,a,soteachthat,hepo,ypept,de,ofthein V ent,onmaybeuse,namethodof 



p^refortKedetectionofony.ti^tibodyco.plexesthc.t.oybeWsucho.ai^ 



claims 29-33. 



u . Claim 34 stands rejected under 35 U.S.C. 103(a) as being unpatentable over finffais, R (WO 

A ,y 35 703 inview of Catty et a, (Antibodies, Vo, II, A PracticaUpproach, I«L Pre. at Oxford 

University Press 1989, pages 97-154. 

Sn ffais is -t forth ^a, Snffais diff-r- by not attach the protein of interest to 

nitrocellulose. 

Catty et al teaches that a variety of solid phase surfaces have been exploited for ELISA 
assays, including nitrocellulose (see page 97, last line of first paragraph). 

It would have been pnma facie ob.ous to substitute the nitrocellulose solid phase for the 
ra icroti,erplateso,idphase of S r,ffais because S r,ffais teaches that the protein of interest can be 
used in any procedure for the detection of antigen/antibody complexes such as ELISA and Catty et 
„, teach that n.trocellulose is a convents, solid phase earner for dot-ELISA assays. 
O. Claims 29-33 are rejected under 35 U.S.C. 103(a) as being unpatentab!e over Sriffais, R 
(W O99/ 2 7105,published03Junel999)as represented by S enseg_0601 Database Accession 
Numb erAAV35703 in view of PI R_68 Database Accession Number E7200, dated 23 April 1999. 
6n ffais ,s set forth supra. Sriffais differs by not teaching a protein that has 807. identity 

with SEQ ID NO-.1047. 

PIP..68 Database Accession Number E72002, dated 23 April 1999 teaches a polypeptide 
from CM^apne^e that is 99.87. identical with SEQ ID NO:1047. 

It would have been p** fecie obv,ous to one hav.ng ordinary skill in the art at the time 



E720 02 fro. pne^niae for any of the C^ydia P»— polypeptides and 

infection on -no. ontibod.es for detection of the C^ydia pn^iae m.croorgan.sr, 
13 . Cairn 34 stands rejected under 35 U.S.C. 103(a) as being unpatentable over Griff*. R (WO 
99/27105, published 03 June 1999) as represented by Genseq_0601 Database Accession Number 
AAV35703inv,e» of PI M 8 Database Access.on Number E72002,dated 23 Apr,, 1999 as applied 
bairns 18 .21supra. further, v.ewof Catty et al (Ant.bodies, Vo, II, A PracticaUpprooch. IRL 
Press at Oxford University Press 1989. pages 97-154. 

Sriffais and PIR_68 Database Accession Number E72002 are set forth supra. The 
compositions as combined differ by no, teaching nitrocellulose as a solid phase. 

CHy et al teaches that a vanety of sol.d phase surfaces have been exploited for ELISA 
assays, includ.ng nitrocellulose (see page 97. last line of first paragraph). 

ItW ou,d have been prima facie obvious to substitute the nitrocellulose solid phaseforthe 
m ,crot,terplate solid phase of S riffa,s and PIR-68 Accession Number E72002 as combined*,,™ 
because Srif fais teaches that the protein of interest can be used in any procedure for the 

detection of antigen/antibody complexes such as ELISA and Catty et al teach tha 

a conventional solid phase carrier for dot-ELISA assays. 

Status of Claims 

14. Claims 29-34 stand rejected. Claims 23-28 are allowed 



Conclusion 
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